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DETAILED ACTION 
Status of Application^ Amendments^ and/or Claims 

1 . The Supplemental Response filed 22 June 2004 has been received and entered in full. 

2. The Response and Amendment filed 17 May 2004 has been received and entered in foil. 

3. The Terminal Disclaimer filed 22 July 2004 has been received and entered in foil. 

Withdrawn Objections And/Or Rejections 

4. All previous Objections and Rejections are hereby withdrawn. 

EXAMINER'S AMENDMENT 

5. An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 

1 .3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 
In the Claims: 

Claim 1 (CuiTcntly Amended) A method of for inducing a cytokine in a cell, the method 
comprising contacting the cell with an immunological regulator under conditions effective to 
induce a cytokine, wherein the immunological regulator conaists of MQPPPLP (SEQ ID NO: 1), 
an activ e analog th e reof, and combinations th e r e of, wh e r e in th e activ e analog compris e s a 
p e ptid e having an amino acid G c qucnc c w - ith at l e a s t about 15 p e rc e nt prolin e and having at l e ast 
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about 70 p e rcent soqu o nco id e ntity to SEQ ID NO: 1 is selected from the group consisting of a 
constituent peptide of colostrinin. an active analog thereof, and combinations thereof: 

wherein the constituent peptide of colostrinin is selected from the group consisting of 
MOPPPLP (SEP ID NO: 1). LOTPOPLLOVMMEPQGD (SEP ID NO: 21 
DOPPDVEKPDLOPFOVOS (SEP ID K0:3), LFFFLPVGVLP rSEQ ID NO:4V 
DLEMPVLPVEPFPFV (SEP IDNO:5l MPONFYKLPQM fSEP ID NO:6V 
VLEMKFPPPPOETVT fSEP ID NO:7V LKPFPCKVEVFPFP rSEO ID N0:8V and 
MHOPPOPLPPTVMFP (SEP IDNO:34l and 

wherein the active analog comprises a peptide having an amino acid sequence with at 
least about 15 percent prohne and having at least about 70 percent sequence identity to a 
constituent peptide of colostrinin selected from the group consisting of 
MOPPPLP rSEO ID NO: I). LQTPOPLLOVMMEPOGD (SEP ID NO: 21 
DOPPDVEKPDLOPFOVOS (SEP ID KP:3). LFFFLPVGVLP (SEO ID NO A). 
DLEMPVLPVEPFPFV (SEP ID N0:5V MPONFYKLPOM (SEO ID NO:6V 
VLEMKFPPPPPETVT (SEP ID N0:7V LKPFPCKVEVFPFP (SEP ID NO: 81 and 
MHOPPOPLPPTVMFP (SEP IDNO:34^ and wherein said active analog induces a cytokine . 

Claim 2 (Original) The method of claim 1 wherein the cell is present in a cell culture, a tissue, an 
organ, or an organism. 



Claim 3 (Original) The method of claim 1 wherein the cell is a mammalian cell. 
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Claim 4 (Original) The method of claim 3 wherein the cell is a human cell. 
Claim 5 (Cancelled) 

Claim 6 (Currently Amended) A method for modulating an immune response in a cell, the 
method comprising contacting the cell with an immunological regulator under conditions 
effective to induce a cytokine, wherein the immunological regulator consiats of MQPPPLP (SEQ 
ID NO: 1), an active analog thereof, and combinationa th e r e of, wherein th e active analog 
compriacs a peptid e having an amino acid sequence with at least about 15 perc e nt proline and 
having at lea a t about 70 perc e nt s e qu e nc e id e ntity to SEQ ID T'JO: 1 is selected from the group 
consi sting of a constituent peptide of colostrinin. an active analog thereof and combinations 
thereof; 

wherein the co nstituent peptide of colostrinin is selected from the group consisting of 
MQPPPLP rSEQ ID NO: 1^. LOTPOPLLQVMMEPOGD rSEO ID N0:2V 
DQPPDVEKPDLQPFOVOS rSEQ ID K0:31. LFFFLPVGVLP (SEP TP NO 4V 
DLEMPVLPVEPFPFV rSEO ID N0:5V MPONFYKLPQM fSEO ID N0:6l 
VLEMKFPPPPOETVT rSEO ID NO: 71 LKPFPCKVEVFPFP tSEO IDNO:8V ;^nH 
MHQPPOPLPPTVMFP (SEO ID NO: 341: and 

wherein the active analog comprises a peptide having an amino acid sequence with at 
least about 15 percent p roline and having at least about 70 percent sequence identitv to a 
constituent peptide of colostrinin selected from the group consisting of 
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MOPPPLP rSEO ID NO: 1). LOTPOPLLOVMMEPOGD rSEO ID N0:2V 
DOPPDVEKPDLQPFQVOS (SEP ID K0:3). LFFFLPVGVLP (SEP TP NO 4) , 
DLEMPVLPVEPFPFV rSEQ ID N0:5V MPQNFYKLPQM (SEP ID N0:6V 
VLEMKFPPPPPETVT rSRP ID NP:7\ LKPFPCKVEVFP FP (SEP ID NO:SV ;^nd 
MHpPPQPLPPT VMFP (SEP ID NP:34) and wherein said active analog moHulates an immune 
response. 

Claim 7 (Priginal) The method of claim 6 wherein the cell is present in a cell culture, a tissue, an 
organ, or an organism. 

Claim 8 (Priginal) The method of claim 6 wherein the cell is a mammalian cell. 
Claim 9 (Priginal) The method of claim 8 wherein the cell is a human cell. 
Claim 10 (Cancelled) 

Claim 1 1 (Currently Amended) A method for modulating an immune response in a patient, the 
method comprising administering to the patient an immunological regulator under conditions 
effective to induce a cytokine, wherein the immunological regulator conaioto of IStQPPPLP (SEQ 
ID NP: 1), an activ o analog thereof, and combinationo thereof, wh e rein tho active analog 
comprisos a peptide having an amino acid aoqu c ncc with at I c aat about 15 percent proline and 
having at least about 70 percent aoqucnce identity to SEP ID >JP: 1 is selected from the g roup 
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consisting of a constituent peptide of colostrinin. an active analog thereof, and combinations 
thereof; 

wherein the constituent pept ide of colostrinin is selected from the group consisting of 
MOPPPLP rSEQ ID NO: I). LOTPOPLLQVMMEPOGD (SEP ID N0:2V 
DQPPDVEKPDLQPFOVOS rSEQ ID K0:3X LFFFLPVGVLP fSEQ ID N0:41 
DLEMPVLPVEPFPFV fSEQ IDN0:5V MPQNFYKLPQM (SEP IDNO:6V 
VLEMKFPPPPPETVT (SEP ID N0:7). LKPFPCKVEVFPFP (SEP ID NO:8V and 
MHPPPPPLPPTVMFP rSEP IDNO:34'>: and 

wherein the active analog comprises a peptide having an amino acid sequence with at 
least about 15 percent proline and having at least about 70 percent sequence identity to a 
constituent peptide of colostrinin selected from the group consisting of 
MPPPPLP (SEP ID NO: l\ LPTPPPLLPVMMEPPGD (SEP ID NP:2V 
DPPPDVEKP DLPPFPVPS (SEP ID KP:2). LFFFLPVGVLP (SEP ID NO:4V 
DLEMPVLP VEPFPFV (SEP ID NP:5V MPPNFYKLPPM (SEP ID N0:6V 
VLEMKFPPPPPETVT (SEP ID NP:7i LKPFPCKVEVFPFP (SEP ID NO:8V and 
MHPPPPPLPPTVMFP (SEP ID NP:34^ and wherein said active analog modulates an immune 
response . 



Claim 12 (Cancelled) 



Claim 13 (Priginal) The method of claim 1 1 wherein the immunological regulator is 
administered as part of a dietary supplement. 
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Claim 14 (Original) The method of claim 1 1 wherein the immunological regulator is 
administered topically. 

Claim 15 (Original) The method of claim 1 1 wherein the patient is an animal. 

Claim 16 (Original) The method of claim 15 wherein the patient is a human. 

Claim ] 7 (Original) The method of claim 1 1 wherein the immune response is a specific immune 
response. 

Claim 18 (Original) The method of claim 1 1 wherein the immune response is a nonspecific 
immune response. 

Claim 19 (Original) The method of claim 1 1 wherein the immune response is the interferon 
response or antibody production. 

Claim 20 (Currently Amended) A method for modulating leukocyte proliferation, the method 
comprising contacting leukocytes with a leukocyte regulator selected from the group consisting 
of colostrinin, a constituent peptide thereof, an active analog thereof, and combinations thereof, 
under conditions effective to change the number of leukocytes; 
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wherein the constituent peptide of colostrinin is selected from the group consisting of 
MQPPPLP rSEQ ID NO: I V LOTPOPLLOVMMEPOGD (SEP ID NQ:2V 
DQPPDVEKPDLQPFOVOS (SEP ID K0:2), LFFFLPVGVLP (SEP ID N0:41 
DLEMPVLPVEPFPFV rSEP ID N0:5V MPPNFYKLPOM (SEP IDNO:6V 
VLEMKFPPPPPETVT (SEP ID NO: 71 LKPFPCKVEVFPFP (SEP ID NO: 8). VESYVPLFP 
(SEP ID N0:3n. and MHPPPPPLPPTVMFP (SEP IDNP:34;i: 

wherein the active analog comprises a peptide having an amino acid sequence with at 
least about 1 5 percent proline and having at least about 70 percent sequence identity to on e or 
mor e constitu e nt p e ptid es of colostrinin, which ar c s e l e ct e d fr om th e group conaiating of SEQ ID 
NP: 1 through SEP ID NP: 3 4 ; a constituent peptide of colostrinin selected from the group 
consisting of MPPPPLP (SEP ID NP: 11 LPTPPPLLPVMMEPPGD (SEP ID NP:2V 
DPPPDVEKPDLPPFPVPS (SEP ID KP:3). LFFFLPVGVLP (SEP ID NP:4V 
DLEMPVLPVEPFPFV (SEP ID NP:51 MPPNFYKLPPM (SEP ID NP:6V 
VLEMKFPPPPPETVT (SEP ID NP:7V LKPFPCKVEVFPFP (SEP ID NP:8V VESYVPLFP 
(SEP ID NP:3n. and MHPPPPPLPPTVMFP (SEP IDNP:34V 

and wherein the number of leukocytes is changed. 

Claim 21 (Previously Presented) The method of claim 20 wherein the leukocytes are present in a 
cell culture or an organism. 

Claim 22 (Previously Presented) The method of claim 20 wherein the leukocytes are mammalian 
cells. 
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Claim 23 (Previously Presented) The method of claim 22 wherein the leukocytes are human 
cells. 

Claim 24 (Currently Amended) The method of claim 3S 20 wherein the leukocytes are increased 
in number. 

Claim 25 (Previously Presented) The method of claim 24 wherein the leukocytes are 
differentiated. 

Claim 26 (Currently Amended) The method of claim 22 20 wherein the leukocyte regulator is a 
constituent peptide of colostrinin. 

Claim 27 (CuiTently Amended) The method of claim 26 20 wherein the leukocyte regulator is 
s e l e ct e d from th e group consisting of MQPPPLP (SEQ ID NO: 1), LQTPQPLLQVMMEPQGD 
(SEQ ID N0:2), DQPPDVEKPDLQPFQVQS (SEQ ID NO: 3), LFFFLPVVm^LP (SEQ ID 
N0: 1 ), DLEMPVLPVEPFPFV (SEQ ID N0:5), MPQNFYKLPQM (SEQ ID N0:6), 
VLEMKFPPPPQETVT (SEQ ID NO: 7), LKPFPKLKVEVFPFP (SEQ ID NO: 8 ), V\^MEV 
(SEQ ID N0:9), SEQP (SEQ ID NO: 10), DKE (SEQ ID NO: 1 1), FPPPK (SEQ ID NO: 12), 
DSQPPV (SEQ ID NO: 1 3), DPPPPQS (SEQ ID NO: 1 1), SEEMP (SEQ ID NO: 1 5), KYKLQPE 
(SEQ ID NO: 16), VLPPm^G (SEQ ID NO: 17), VYPFTGPIPN (SEQ ID >J0: 1 8 ), SLPQNILPL 
(SEQ ID NO: 19), TQTPVVVPPF (SEQ ID NO:20), LQPEIMGVPKVKETISIVPK (SEQ ID 
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N0:21), HKEMPFPKYPVEPFTESQ (SCQ ID NO:22), SLTLTDVEKLHLPLPLVQ (SEQ ID 
NO:23), SWTSIHQPP (SEQ IDN0:21), QPLPPTVMFP (SEQ ID NO:25), PQSVLS (SEQ ID 
NO:26), LSQPKVLPVPQtLWPQRDMPIQ (SEQ ID NO:27), AFLLYQE (SEQ ID NO:2 8 ), 
RGPFPILV (SEQ IDNQ:29), ATF^HIYQDDHGEEILKSL (SEQ ID NO:30), the colostrinin 
constituent peptide VESYVPLFP (SEQ ID NO: 31), FLLYQEPVLGPVR (SEQ ID NO: 32), LNF 
(SEQ ID NO:33), and MHQPP QPLPPTVMFP (SEQ ID NO:3 4 ), an active analog thereof, and 
combinations or a combination thereo f: wh e rmn iho . nr.tivo nnnlng mmprinnr, ^ p e pti d e havi ng a n 
amino acid sequence with at l e ast about 70 perc e nt aoquonce identity to on e or mor e constituent 
p e ptid e s of colostrinin, which arc selected from the group conoioting of SEQ ID>JO: 1 through 
SEQ ID NO: 3 4. 

Claim 28 (Currently Amended) The method of claim 27 20 wherein the leukocyte regulator is 
s e lected from th e group consisting of the colostrinin constituent peptide MOPPPLP f SEQ ID 
NOlIk LQTPQPLLQVMMEPQGD (SEQ ID N0:2), DQPPDVEKPDLQPFQVQS (SEQ ID 
N0:3), LFFFLPV\WLP (SEQ ID N0:1), DLE^^PVLPVEPFPF\^ (SEQ ID >J0:5), 
MPQNFYKLPQM (SEQ ID NO:6), VLEMKFPPPPQETYT (SEQ ID N0:7), 
LKPFPKLKVEVFPFP (SEQ ID NO: 8), YYPFTGPIPN (SEQ ID NO: 18), SLPQNILPL 
(SEQ ID NO: 19), TQTPWVPPF (SEQ ID NO: 20), HKEMPFPKYPVEPFTESQ (SEQ ID 
NO:22), and combinations^ an active analog thereof, or a combination thereof 



Claim 29 (Currently Amended) A method for modulating leukocyte proliferation in a patient, the 
method comprising administering to the patient a leukocyte regulator selected from the group 
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consisting of colostrinin, a constituent peptide thereof, an active analog thereof, and 
combinations thereof, under conditions effective to change the number of leukocytes; 

wherein the constituent peptide of colostrinin is selected from the group consisting of 
MQPPPLP rSEO ID NO: l\ LOTPOPLLQVMMEPOGD rSEO ID N0:2V 
DQPPDVEKPDLOPFOVOS (SEP ID K0:3). LFFFLPVGVLP rSEO ID NO:4V 
DLEMPVLPVEPFPFV rSEQ ID N0:5l MPQNFYKLPOM (SEP ID NQ:6V 
VLEMKFPPPPPETVT rSEP ID NP:71. LKPFPCKVEVFPFP (SEP ID NP:8). VESYVPT.FP 
rSEP ID NP:3n. and MHPPPPPLPPTVMFP rSEP ID NO:34V 

wherein the active analog comprises a peptide having an amino acid sequence with at 
least about 15 percent proline and having at least about 70 percent sequence identity to one or 
mor e constituent p c ptid e a of colostrinin, which ar o s c loct e d from th e group consiating of SEQ ID 
NO: 1 through SEQ ID NO: 3 4 ; a constituent peptide of colostrinin selected from the group 
consisting of MPPPPLP rSEP ID NO: I). LOTPOPLLOVMMEPQGD (SEP ID NO:2V 
DPPPDVEKPDLPPFPVPS (SEP ID KO:2), LFFFLPVGVLP (SEP ID NO:4V 
DLEMPVLPVEPFPFV (SEP ID NP:5V MPPNFYKLPPM (SEP ID NP:6V 
VLEMKFPPPPPETVT (SEQ ID N0:7). LKPFPCKVEVFPFP (SEO ID N0:8l VESYVPLFP 
rSEP ID NP:3 n. and MHPPPPPLPPTVMFP (SEP ID NO:34V 

and wherein the number of leukocytes is changed. 



Claim 30 (Priginal) The method of claim 29 wherein the patient is a human. 
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Claim 31 (Previously Presented) The method of claim 29 wherein the leukocytes are increased in 
number. 

Claim 32 (Previously Presented) The method of claim 31 wherein the leukocytes are 
differentiated. 

Claim 33 (Previously Presented) The method of claim 29 wherein the leukocyte regulator is a 
constituent peptide of colostrinin. 

Claim 34 (Currently Amended) The method of claim ^ 29_wherein the leukocyte regulator is 
s e l e ct e d fromtho group conoiating of MQPPPLP (SEQ ID NO: 1), LQTPQPLLQVMMEPQGD 
(SEQ ID N0:2), DQPPDVEIO>DLQPFQVQS (SEQ ID N0:3), LFFFLPV\TsrV^LP (SEQ ID 
NO: i ), DLEMPVLPVEPFPFV (SEQ ID N0:5), MPQNFYKLPQM (SEQ ID liO: 6 ), 
VLEMKFPPPPQET^^T (SEQ ID >J0:7), LICPFPKLKVEVFPFP (SEQ ID NO: 8 ), VVMEV 
(SEQ ID NO: 9), SEQP (SEQ ID NO: 10), DKE (SEQ ID NO: 1 1), FPPPK (SEQ ID NO: 12), 
DSQPPV (SEQ ID NO: 13), DPPPPQS (SEQ ID NO: 1 1 ), SEEMP (SEQ ID NO: 15), KYKXQPE 
(SEQ ID NO: 16), VLPPm^G (SEQ ID NO: 17), VYPFTGPIPN (SEQ ID NO: 18), SLPQMLPL 
(SEQ ID NO: 19), TQTP\^V\TPF (SEQ ID NO:20), LQPEIMGVPKVKET^^\TK (SEQ ID 
N0:21), HKE^^PFPKYPVEPFTESQ (SEQ ID >)0:22), SLTLTD\^EKLHLPLPLVQ (SEQ ID 
NO:23), SmiHQPP (SEQ ID N0:21), QPLPPTVMFP (SEQ IDNO:25), PQSVLS (SEQ ID 
NO:26), LSQPK^^LP^^PQKa\VPQRDMPIQ (SEQ ID NO:27), AFLLYQE (SEQ ID NO:2 8 ), 
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RGPFPILV (SEQ ID NO:29), ATF>JRYQDDHGEEILKSL (SEQ ID NQ:30). is the colostrinin 
constituent peptide VESYVPI .FP (SEQ ID N0:31), FLLYQEPVLGPVR (SEQ ID >fO:32), LNF 
(SEQ ID NO:33), and MIIQPPQPLPPTVMFP (SEQ ID NO:3 4 ), an active analog thereof, and 
combinations or a combination thereo f: wh e r n in ih p. nciiv c nnnlng mmpri r ^r n p n ptid o having an 
amino acid se qu e nc e with at l e ast about 70 percent s e qu e nc e id e ntity to on e or mor e constituent 
peptid e s of colostrinin, which ar c select e d from th e group consisting of SEQ ID NO: 1 through 
SEQ ID NO: 3 4. 

Claim 35 (CuiTently Amended) The method of claim 34 29 wherein the leukocyte regulator is 
the colostrinin constituent peptide sel e ct e d from th e group consisting of MOPPPLP (SEP TP 
NOir LLQTPQPLLQVMMEPQGD (SEQ ID N0:2), DQPPDVEKPDLQPFQVQS (SEQ ID 
N0:3), LFFFLP\^WLP (SEQ IDN0: 4 ), DLEMPVLPVEPFPF\^ (SEQ ID NO: 5), 
MPQNFYKLPQM (SEQ ID N0:6), VLEMKFPPPPQEnT (SEQ ID NO J), 
LKPFPKLKVEVFPFP (SEQ ID NO: 8), VYPFTGPIPN (SEQ ID NO: 1 8 ), SLPQNILPL 
(SEQ ID NO: 19), TQTPVVVPPF (SEQ ID NO:20), HFJiMPFPKYPVEPFTESQ (SEQ ID 
NO:22), and combinations, an active analog thereof, and combination or a combination thereof 

Claims 36-39 (Cancelled) 



Claim 40 (New) The method of claim 29 wherein the leukocyte regulator is administered as part 
of a dietary supplement. 
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Claim 41 (New) The method of claim 29 wherein the leukocyte regulator is administered 
topically. 

Claim 42 (New) The method of claim 1 wherein the immunological regulator is the colostrinin 
constituent peptide MQPPPLP (SEQ ID NO: 1), an active analog thereof, or a combination 
thereof 

Claim 43 (New) The method of claim 6 wherein the immunological regulator is the colostrinin 
constituent peptide MQPPPLP (SEQ ID NO: 1), an active analog thereof, or a combination 
thereof 

Claun 44 (New) The method of claim 1 1 wherein the immunological regulator is the colostrinin 
constituent peptide MQPPPLP (SEQ ID NO; 1), an active analog thereof, or a combination 
thereof 

6. Authorization for this examiner' s amendment was given in a telephone interview with 
Nancy Johnson on 20 October 2004. 

7. Additional claims are required in order to make an examiner's amendment that places 
this application in condition for allowance. During a telephone conversation conducted on 28 
October 2004, Nancy Johnson authorized the Director to charge Deposit Account No. 13-4895 
the required fee of $40 for these additional claims and authorized the following examiner's 
amendment. Should the changes and/or additions be unacceptable to apphcant, an amendment 
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may be filed as provided by 37 CFR 1.312. To ensure consideration of such an amendment, it 
MUST be submitted no later than the payment of the issue fee. 



Summary 

8. Claims 1-4, 6-9, 11, 13-35, and 40-44 are hereby allowed. 

9. The Examiner acknowledges that acceptance of the above Examiner's Amendment does 
not mitigate in any way, shape, or form. Applicant's right to pursue additional subject matter in 
continuation, continuation-in-part, and/or divisional applications pursuant to 35 U.S. C. §120 and 
§121. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Christopher James Nichols, Ph.D. whose telephone number is 

(571) 272-0889. The examiner can normally be reached on Monday through Friday, 8:00 AM to 

6:00 PM. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Brenda Brumback can be reached on (571) 272-0961. 

The fax number for the organization where this apphcation or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
appKcations is available through Private PAIR only. For more information about the PAIR 
system, see http://'pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

CJN 

October 20, 2004 




